KUMC IRB Guidance for Relying Study Teams

The KUMC IRB aims to work collegially with relying institutions and external investigators for whom we provide oversight.  We welcome questions from relying study teams and will provide ongoing assistance throughout the trial.  This document summarizes key points about requirements from the KUMC IRB.  In general, communications should be made through the lead investigator at KUMC.  Relying study teams may also contact IRBreliance@kumc.edu for questions and support.  

Standard Operating Procedures for the KUMC IRB
Relying study teams are required to follow the KUMC IRB’s Standard Operating Procedures.  These are posted at:
http://www.kumc.edu/human-research-protection-program/institutional-review-board/policies-and-regulations-x30454.html

Relying study teams must notify the lead investigator of site updates and reportable events in the following categories:  
· Changes to personnel 
· Site-specific protocol changes (e.g., new recruitment strategies; enrollment of non-English speaking subjects; changes to costs or payment at the site)	
· New conflicts of interest disclosures 
· Adverse events that require prompt reporting
· Unanticipated problems that require prompt reporting
· Non-compliance that requires prompt reporting

Changes to personnel at relying sites 
Relying investigators should notify the KUMC study team when there are changes to site personnel so that the KUMC IRB can be updated.  The KUMC IRB will request documentation from IRB representatives at your home institution, confirming that the new personnel are current on human subjects training and conflict of interest requirements.  

Site-specific protocol changes
During the study, relying investigators may need to make local changes in how the study is implemented at their site.  For example, you may have updates to your recruitment strategies, changes in payments to subjects or the need to expand enrollment to non-English speaking subjects.  Please contact the KUMC study team as soon as these changes are known.  They will work with the KUMC IRB to review these changes for your site.    

New conflict of interest disclosures
Throughout the study, please promptly notify the KUMC study team if there are any new conflict of interest disclosures related to the research.  Typically, the relying institution will perform its own conflict of interest analysis and provide the KUMC IRB with their local management plans.  The KUMC IRB will, to the extent possible, accept your site’s management plan as long as it determines it is adequate to protect human subjects.  The KUMC IRB has the prerogative to impose additional requirements.   

Adverse events
Relying study teams should promptly notify the KUMC study team of all adverse events as required by the protocol so they can fulfill IRB requirements for reportable adverse events.   At KUMC, prompt reporting to the IRB (within 5 working days of the study team’s awareness) is required for any event that is unexpected and that is judged by the investigator to be related or probably related to participation in the research:
 
A. “Unexpected” events are those that differ in nature, severity or frequency from risk information previously reviewed and approved by the IRB.
B. “Related or probably related” events are those that are, in the opinion of the investigator, more likely than not attributable to study participation.  In determining whether the event is likely attributable to study participation, the investigator uses his or her expertise about the condition under study, experience with the study drug, available data from related studies, and information from the study sponsor in the case of multi-center trials.  The investigator also evaluates the temporal relationship with study interactions or interventions and whether symptoms decrease or disappear when a test article is withdrawn.  Events are not considered to be related if they are judged to be caused by the clinical state or clearly attributable to unrelated circumstances.  
In addition to reporting to the KUMC study team, site investigators may have local requirements that need to be followed.  The KUMC IRB will work collaboratively with your institution to protect the welfare of subjects and to assist you in meeting your institutional responsibilities.  

Unanticipated problems
In addition to certain adverse events, site investigators should promptly notify the KUMC study team is there are unanticipated problems that impact safety and welfare of subjects or indicate that changes to the protocol may be needed.  Examples include: breach of confidentiality, equipment failures, randomization errors, disruption in the available of study therapy, incarceration of a subject and subject complaints.  The KUMC IRB will review the report and assist study teams and relying institutions in addressing the problem.  

Non-compliance
Relying study teams are responsible for notifying the KUMC study team of any protocol deviations or non-compliance as required by the protocol so that they can fulfill IRB requirements for reportable non-compliance.  At KUMC, prompt reporting to the IRB (within 5 working days of the study team’s awareness) is always required in the following circumstances:

A. Failure to obtain informed consent, or re-consent when required by the IRB
B. Modifying the protocol without IRB approval, except to avoid immediate hazard to subjects 
C. Conducting the research prior to IRB approval, during an IRB suspension or after IRB approval expires 

Additionally, prompt reporting is required for other non-compliance that the investigator determines causes harm, increases risk of harm, adversely affects the rights and welfare of participants or undermines the scientific integrity of the data.  
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